Claims: 



14 



6^ 



1 . A controlled-rclease formulation far oral administration containing a cGMP PDE-5 
inhibitor; provided that the formulationr does not consist essentially of sildenafil, low 

5 molecular weight polyethylene oxide, hydroxypropylmethyl cellulose, tabletting 
excipients, and optionally one or more /enteric polymers, 

2. A formulation as claimed in claim 1 . which is a sustained-release formulation. 

3. A formulation as claimed inyfclaim 1 o r claiiM,;g r wherein up to 75% by weight of the 
cGMP PDE-5 inhibitor is releasecyfrom the formulation into the gastrointestinal tract after 

10 a period of time in the range 1-24/hours following administration. 

4. A formulation as claimed in claim 2 ^ihe\mm-p. wherein the cGMP PDE-5 inhibitor 
is embedded in a matrix from which it is released by diffusion or erosion. 

5. A formulation as claimed in ^ claims 2 - to ^I r wherein the cGMP PDE-5 
inhibitor is present in a core yU^hich is coated with a release rate-controlling membrane. 



15 6. A formulation as c/aimed in afi fie of cl ai ms fo-rb which comprises a core 
containing the cGMP PDF-5 inhibitor and an outer coating impermeable to the cGiMP 
PDE-5 inhibitor, the out^r coating having an aperture for release of the cGMP PDE-5 
inhibitor. 

7. A formulatiop^ ajs claimed in any on e of the preceding claims, wherein the cGMP 
20 PDE-5 inhibitor i/^ sildenafil, or a pharmaceutically acceptable salt thereof. 

8. A fonmilatioi/ as claimed in claim 7, wherein the cGMP PDE-5 inhibitor is 
sildenafil citrate. 

9. M formulatiofn as claimed in claim 4, which also contains hydroxypropylmethyl 
cellulose. 

25 10. / A formulation as claimed in claim 4 ^r claini - 9 . which also contains a buffering 
agenjt 

11. \ A formulation as jjaknga^in claim 9 ©f^-etemrjer. wherein the hydroxypropylmethyl 
cellulose has a rfumber average molecular weight in the range 80,000-250,000. 

12. A formulation as claimed in - any ^^^^^ claim s — 9 — t o wherein the 
30 hydroxypropylmethyl cellulose has a degree of methyl substitution in the range 19-30%. 

13. A formulation as claimed in any^^^^e^^f c laims — 9 — to— i-Sr wherein the 
hydroxypropylmethyl cellulose has a degree of l^droxy substitution in the range 7-12%. 

14. A /formulation as claimed in any^onc^ of claims — 9 — to ,^13^ wherein the 
hydroxypropylmethyl cellulose makes up 10-50% by weight of the formulation. 
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15. A formulation as claimed in clai^i 5, wherein a multiplicity of coated cores is 
present. 

16. A formulation as claimed in cl^im 15. wherein the core also includes a buffering 
agent. 



17. 



A formulation as claimed in claim ^.-^ laiiii 1^5 urclaim 16v -wherein the release rate- 



controlling membrane comprises an fimmonio methacr\ late copolymer and a plasticizer. 



18. A formulation as claimed iip any 
with a cosmetic coating. 
19. 



^ ^^"oTtii ' 



^ - preceding xl aims, which is provided 



A formulation as claimed m att y one of the preccdmg cl a ims , wherein the cGMP 



10 PDE-5 inhibitor makes up 5-50% tty weight of the formulation. 

20. A formulation as claimed in any one oi the preceding clatm - s , characterized in that 
the rate at which the cGMP FDE-5 inhibitor is released therefrom is substantially 
independent of the pH of the surroundings. 

21. A process for the production of a formulation as defined in claim 4, ekmnr^^r-or^ 
15 .G+aifrn6, which includes the steps of: 

(a) mixing the cGMP PDE-p inhibitor with a matrix material, and pressing into tablets; 

(b) forming a core comprising the cGMP PDE-5 inhibitor and then coating the core 
with a release rate-controlling membrane^ 

(c) forming a core containing rile cGMP PCjE-5 inhibitor and then coating the core 
20 with a coating impermeable If J^c cGMP PDE-5 jWiibitor; 

respectively. 

.22'. Use of a cGMI/RlJ)E-5 inhibitor in the manufacture of a formulation for the 
treatment or prevention /df ^^^^lal^dysfunction; characterized in that, following 
administration, the /ormulatiomreleases the inhibitor over or after a sustained period of 



time. 



^2<3T The use of claim ^2, characterized in that, following administration, the mammal's 
sexual function isl substanltially im^>rovbd'ifiaiuir after a sustained period of time. 

24. A methods^ of ^eating^ or preventing sexual dysftmction, which comprises 
administering a contrbU4d^releas^S5|on]iul^^ defined in claim 1 , but without proviso, 

30 to a mammal in need of feuch treatm^t or prevention. 

25, The method ofl claim 24, characterized in that, following administration, the 
mammal's sexual fiinctlon is substantially improved for or after a sustained period of time. 
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26. A method of improvine/ sexual function in a mammal, which comprises 
administering a controlled-release formulation, as defined in claim 1, but without proviso, 
to the mammal. 

27. The method of clai^n 26, characterized in that, following administration, the 
5 mammal's sexual functioi/is substantially improved for or after a sustained period of time. 

28. A method of iru^sing the probability of a nocturnal erection in a male mammal, 
which comprises^adn/nistering a controlled-release formulation, as defined in claim 1. but 
without proviso, to the male mammal. 

29. A/dual release formulation for oral administration having a first portion comprising 
10 a cont/olled-relQQse formulation as defined in claim 1. but without proviso, and a second 

portion compri^mg a cGM^--PT5E-5 inhibitor in immediate release form. 
30.1 ProdUcts^cerffaining a cd^trolled-release formulation as defined in claim 1, but 
without prc/viso, and a cGMP PDE^5 inhibitor in immediate release form, as a combined 
preparation for simultaneous, separaf^ or sequential use in the treatment or pre\ ention of 
1 5 sexual avsfunction. 



